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1 (Currently amended) A program storage comprising co m puter-executa ble 

il1gmictions for g^ed-ef continuously analyzing trial data of an ongoing clinical 
trial, d i e m e t hod c ompri sin g th o otopo o f said computer-rxecutahle instructions 



• * * « • * 



• ■» 4 1 



being for : 



pgr. 

accessing a trial database comprising trial data of subjects in an ongoing 
blinded clinical trial comprising a multi-arm study, 

accessing a blinding database comprising subject identifiers and associated 
study group identifiers, wherein a subject's study group being identifiable by a 

study group identifier;; 

generating a grouped database from the trial database and me blinding 

. .. database for.statistic.al analysis, me grouped database ^ 

subjects based on their study group; 

performing a statistical analysis on the accessed trial database without 

suspending the ongoing blinded clinical trial; 

determining whether the result of the statistical analysis exceeds a 

- - -predetermined threshold value; and 

if it is determined that the result of the statistical analysis does not exceed 
. the predetermined threshold value, men repeatmg the^ep^ 

^^i^ n ^ctions for accessing a trial database, performing and determmmg 

while the blinded clinical trial is ongoing. 

2 (Ctaxenny attended) ^ ^m^^.^rTf 1 ^^ 
prior ,0 fte^performing a statistical analysis, tab compnsmg 4**^ 

. ' ^^.t^^nable rnstqictieasjoc 

; ; rcading a user defined criteria to, defines tho level of cleanlmess of ,he 

trial data for statistical analysis; and 

■ 
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retrieving only those trial data that meet the user defined criteria from the - ■ 
trial database. 

* 

3. " (Currently amended) The r m?^m storage of uiclhod accbrdmc f ri claim 1, 
^ ; former comprising the-^ep-ef comput er-executable instruction for waiting for a 
. predetermined time period prior to the repeating said com puter-executable 
inaction for ac^Ti p * trial d atabase, perform ing and determining while me 
blinded clinical trial is ongoing step if it is determined that the result of the 
statistical analysis does not exceed the predetermined threshold value. 

4. (Canceled) 

5. (Currently amended) The prof^m storage of m e &od according to claim 1, 
either comprising" *he-*tep~ef rompiiter-executablp instruction- for storing the 



7. 



8. 



I* 1 M ■ t • • ■ • 



grouped database in a memory device that is inaccessible by any user. 

6 (Currently amended) The pro^m stoyage of ^ud according to claim 1, 
wherein the Jtcp of sajd ™rnnnter-^~"*^ instruction for performing a 
statistical analvsis i^exooutod w imout locking the trial database. 



• * 



(Currently amended) The propram storage of mU li od accord in g t o claim 1 . 
further comprising t he otcpo of com puter-executable instructions , fop 

reading a predefined criteria that defines thelevelof deanliness of trial data 

required for analysis; and 

retrieving only those trial data that meet the predefined criteria from the 

. trial database. 

(Currently amended) The progrmJtgrageof uiodiud a c c o rding to claim 7, 
further comprising tfee-step-ef cgngilrr eatable instr uction for storing the 
grouped database in a memory device that is inaccessible by any user to preserve 
the blindness of the ingoing blinded clinical trial. 



. : . 
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9 (Currently amended) The program storage jrf m U h u d according t o claim 1, 
further comprising the-step^f c^terzgxecutabje instruction for alerting a user 
if it * determined that the result of the statistical analysis exceeds the 
pr^terrnined threshold value. 

10. (Currently amended) The program storage of m et hod aco or ding - t o claim 9, 
wherein the predetermined threshold value includes a predetermined statistical 
significance value. 

.11. (Currently amended) The p ro g ram storage of m U hod according t o claim 10, 
wherein the otop of sajd ^pntBt-exemtaMe instruction fig forming a 
statistical analysis comprises ^teps^ ro m r«iter--executahle instructions for . 
retrieving a user defined statistical model; and 

running the retrieved user defined statistical model on the trial database. 

(Currently amended) A program stora P e com prising ^m puter-executable 
i^^uctionsjor methed^ continuously analyzing trial data of an ongoing blinded 
clinical, trial, . ^^-ee^s^e^s^ romputer-executable 

instructions being for: 

accessing a trial database comprising blinded trial data of subjects in an 

ingoing bunded clinical trial comprising a multi-arm study; 

accessing a blinding database containing subject identifiers and associated 
study . group identifiers, each study group identifier identifying to which study 
. group an associated subject belongs; 

producing a grouped database from the trial database and the blinding 
database, tire grouped database grouping the trial data according to the study 

suspending the ongoing blinded clinical trial; 
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■tt: 



detenixbing whether die result of the statistical analysis exceeds a 

predetermined threshold value; and 

if it is (ietermined that the result of the statistical analysis does not exceed 
the predetermined threshold value, then repeating gjfeom pnter-executable 
^^om^L^ above otopo of: accessing a trial database, producing a grouped 
database, performing a statistical analysis, and determining while the blinded 
ciinicai Itriai is ongoing. 

(Currently amended) The p ropram st orage of i nc d i u d aaco rctiTi S to claim 12, 
prior to Ae^perfonmng a statistical analysis, further comprising the^eps-** 

™ m pi iter-f*ecuta b,h instajctions for. 

reading a user defined criteria that defines the level of cleanliness of trial 

data for statistical analysis; and 

retrieving onlythose trial data that meet the user defined criteria from the 

trial database for statistical analysis. 

(Currently ^ The rmsmMsmmM^^^ ^ ' 2 - 

tote coding ***e^ aiMtf*^" ** **** 
p^odocedsrc-uped oatabase I. a memory device tot is inaccessible by any user. 

15 (Cur** amended) TheBisEsma^*^-^ 
wherein to^ep-ef ^Lsm^^^^^ ° 

. , sta asticsl analysis fe^^ated-without locking the trial database. 

The progrmltofflgfeof m e thod acc e «fa ig-te claim 12, 

16 : (Oirrenfly amended) The prnftpm. w> r . - 

Ltor comprising to**^ — .^...ablsjr^^ 
: if i, is deterrntod that to result of to statistics! ahalysrs exceeds to 

predetermined threshold value. 



14. 



i . f . . • . -D . . • : ; ;.„.■. • . : j. ..... _ \. -J 
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17 (Currently amended) The gmgram #*VZS& aefted^eeafeg^ claim 16, 
wherein the predetermined threshold value includes a predeterrmued ***** 
significance value. . . . 

'■' " * A \ a .^ctem for continuously analyzing an ongoing 

18.- (Currently amended) A system ior cqhuuuuw , 

" cUnical trial comprising: " ' ' " 

L . ^sto^edfylce.operableto store atrial ^-^^^.^ ... 

subjects in an ongoing blinded clinical trial comprising a multi-arm study; 
a processor coupled to the storage device; and 
an analysis program executable by the processor and operable to: 
access the te*i trial database to retrieve the trial data; 
access a blinding database comprising subject identifiers and 
associated study group identifiers, wherein a subject's sUidy group being 
identifiable by a study group identifier ; 

generate a grouped database froxn the trial database and the bhnchng 

of the subjects based on their study group; 

' perform a statistical analysis on the trial database without 
suspendmgmeongomgbUndedclimcd _ , 

a predetermined threshold value; and . , ... 

repeattles.arMealamlysiswWleflrebtoledclimealrrral.s 

exceed tie redetermined threshold value. 

* 

; ^ I^ned criteria that delines Ore level of cleaminess or trial data 

for statistical analysis; and 



• • ■ I r • 4 I 
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retrieve 
database. 



only those trial data that meet the user defined criteria fro* the trial 



20 (Original) The system according to claim 18, wherein if the analysis program 
determines that the result of the statistical analysis does hot exceed the 
predetermined threshold value, then the analysis program waits for a 
predetermined time period prior to repeating the statistical analysis. 



21. (Canceled) 




further 



23; 



a memory device coupled to the processor and being inaccessible to any user, 
wherein the grouped database is stored only in the memory device. 
(OrigmaD The system according to claim 18, wherein the analysis program 
performs the statistical analysis without locking the trial database. 
24 (Original) The system according to claim 18, wherem me ^lysis program is 

analysis exceeds the predetermined threshold value. 
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